§172.105

(c) The existence of any regulation
prescribing safe conditions of use for a
nutrient substance does not constitute
a finding that the substance is useful
or required as a supplement to the diet
of humans.

Subpart B—Food Preservatives

§172.105 Anoxomer.

Anoxomer as identified in this sec-
tion may be safely used in accordance
with the following conditions:

(@) Anoxomer is 1,4-benzenediol, 2-
(1,1-dimethylethyl)-polymer with
diethenylbenzene, 4-(1,1-dimethyl-
ethyl)phenol, 4- methoxyphenol, 4,4’-(1-
methylethylidene)bis(phenol) and 4-
methylphenol (CAS Reg. No. 60837-57-2)
prepared by condensation polymeriza-
tion of divinylbenzene (m- and p-) with
tert-butylhydroquinone, tert-butyl-
phenol, hydroxyanisole, p-cresol and
4,4-isopropylidenediphenol.

(b) The polymeric antioxidant meets
the following specifications:

(1) Polymer, not less than 98.0 per-
cent as determined by an ultraviolet
method entitled ‘‘Ultraviolet Assay,
‘1982, which is incorporated by ref-
erence. Copies are available from the
Center for Food Safety and Applied Nu-
trition (HFS-200), Food and Drug Ad-
ministration, 5100 Paint Branch Pkwy.,
College Park, MD 20740, or available for
inspection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(2) Molecular weight: Total mono-
mers, dimers and trimers below 500 not
more than 1 percent as determined by a
method entitled ‘“‘Low Molecular
Weight Anoxomer Analysis,” 1982,
which is incorporated by reference.
Copies are available from the Center
for Food Safety and Applied Nutrition
(HFS-200), Food and Drug Administra-
tion, 5100 Paint Branch Pkwy., College
Park, MD 20740, or available for inspec-
tion at the Office of the Federal Reg-
ister, 800 North Capitol Street, NW.,
suite 700, Washington, DC 20408.

(3) Phenol content: Not less than 3.2
milliequivalent/gram and not more
than 3.8 milliequivalent/gram as deter-
mined by a method entitled “Total
Phenols,”” 1982, which is incorporated
by reference. Copies are available from
the Center for Food Safety and Applied
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Nutrition (HFS-200), Food and Drug
Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, or
available for inspection at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC
20408.

(4) Heavy metals as lead (as Pb), not
more than 10 parts per million. Arsenic
(as As), not more than 3 parts per mil-
lion. Mercury (as Hg), not more than 1
part per million.

(c) Anoxomer may be safely used as
an antioxidant in food at a level of not
more than 5,000 parts per million based
on fat and oil content of the food.

[48 FR 18798, Apr. 26, 1983, as amended at 54
FR 24896, June 12, 1989]

§172.110 BHA.

The food additive BHA (butylated hy-
droxyanisole) alone or in combination
with other antioxidants permitted in
food for human consumption in this
subpart B may be safely used in or on
specified foods, as follows:

(@) The BHA meets the following
specification:

Assay (total BHA), 98.5 percent minimum.
Melting point 48 °C minimum.

(b) The BHA is used alone or in com-
bination with BHT, as an antioxidant
in foods, as follows:

Limitations
(total BHA
and BHT)
parts per
million

Food

50
11,000

Dehydrated potato shreds
Active dry yeast
Beverages and desserts prepared from dry
mixes .
Dry breakfast cereals ..
Dry diced glazed fruit
Dry mixes for beverages and desserts
Emulsion stabilizers for shortenings
Potato flakes .
Potato granules
Sweet potato flakes

1BHA only.

12
50
132
190
200
50
10
50

(c) To assure safe use of the additive:

(1) The label of any market package
of the additive shall bear, in addition
to the other information required by
the Act, the name of the additive.

(2) When the additive is marketed in
a suitable carrier, in addition to meet-
ing the requirement of paragraph (c)(1)
of this section, the label shall declare



